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If you do NOT receive all of the pages, please telephone us at 612.336.4771, or fax us at 
612.332.9081. 

Title of Documents Transmitted: 1. Amendment under 37 C.F.R- § 1.312. 

2. Appendix to Amendment 

□ ATCC receipt 

a ATCC deposit form 

□ (2) Statements of Hanne Hoifodt. 

3, Part B - Fees Transmittal. 



Applicant: 
Serial No.: 
Filed: 

Group Art Unit: 



Fodstad et aL 
09/125,751 
October 30, 1998 
1642 



OurRef.No.: 
Confirmation No. 
Customer No.: 



7885.S5USWO 

8143 

23552 



The Commissioner is hereby authorized to charge any additional fees as set forth in §§ 
38 CFR 1,16 to 1.18 which may be required for entry of the papers attached to this 
transmittal or to credit any overpayment to Deposit Account No. 13-2725- 



e: Anne M- Mirphy / 



o 

GO 

I 

CO 



By: 
Name: 

Reg. No.: 54,327 
AMMrpll 

I hereby certify that this paper is being transmitted by facsimile to the U.S. Patent and 
Trademark Office on the date shown below. 



March 



Signature 



.2005 
Date 
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FACSIMILE 



Date: 



March 1, 2005 



To: 

Fax Number: 



From: 



Hanne K- Hoifodt/Amne M. Murphy 
47 22522421/612-332-9081 

ATCC Patent Depository Number of pages; 1 (Including this page) 



REFERENCE: Patent Deposit 

Description; Mouse Hybridoma Cell Line: BM2 assigned PTA-6582. 
Date of Deposit: February 14, 2005 

The ATCC Certificate of Deposit wW be forwarded to you within 30 days- The VISA account of 
Katrine Wyller will be Invoiced as follows: 



The Information amttlm*} In tbii tkalmflc 1* Jateftdtd only for the use of the (lufriftial or wility luwwd above If the mderartfcb mcteafic Is 
not the Intend e4 redpteot, yon ire notified out ny dJiseniiii«tt*» 0* dWrHmfloria bx«p* to the intended recipient ofthU commuttkartam U 
prtWBttea- if ymi have received this comnrajilcatfon In error, picnic c&n us Immediately at the telephone number IWirt abov* 



Total Fees for FTA^S82 
(Storage/Infonziiiig/viabUity testing) 



$ 2,500.00 




Marie Harris, Patent Specialist 
ATCC Patent Depository 



TOTAL P. 01 
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ICC 



BUDAPEST TREATY DEPOSIT FORM (BP/1) 



American Type Culture Collection 

P.O. Box 1549 
Manassas. VA2010B 



TO DEPOSIT OR TO CONVERT A DEPOSIT TO MEET THE REQUIREMENTS OF THE BUDAPEST TREATY ON THE 
INTERNATIONAL RECOGNITION OF THE DEPOSIT OF MICROORGANISMS FOR THE PURPOSES OF A PATENT PROCEDURE 

ALL- QUESTIONS MUST BE COMPLETED IN ENGLISH. PLEASE USE ONE FORM FOR EACH STRAIN DEPOSITED* 

1. Kama of deposit Please mark the appropriate box and provide the information requested for ihe matetTaU 

□ Microorganism — tna enmproto scientific name Including genus and species plus the source of me material 
a vtnjv - the name, wnather plant or animal, and source including geograpnte location 

V cell Tine - the species and tissue of origin, geooruprilcal source of iscrat ion, and any known associated hazards (HIV. EBV, 
etc) 

□ Genetic material — the name of organism from wnfen vector, done or Ibrary Is derived, tno source of the DNA Insert Identified 
by species (e.g„ human, rnouse) or scientific name, the name of gene, and the Identity of the host oiganlsm 

O Consortia or mixed culture— Die identity of each component of the mixture 

□ ' Seeds, embryos* Insect *>ggs, «tc_ — tha common name, the scmntKic name of the aaurcei of the depo&ft, and geographical 



~ UM Rft& m Hubndomc^ ulU le>7& ai mouse on^m 

2. St™ daslgriattorr a©«, number, symbols, etc). _ &U<3 ^(tf^L^/O.H4C£ Ctlfe 

^Thm strain desrfinatton tnuef correspond wfth the^vjil labels. ✓ 

3. Is this an original deposit under the Budapest Treaty? □ No 

4. rs this o request for a convert ten of a deposit already a* the ATCC to meet the requirement? of the Budapest Treaty? 
O Ye£ £f No 

II yes, ptoase indicate ATCC designation. • 

5. Is tftis deposit a mixture of microorganisms or ceils? □ Yea JrJNo 
rf yes, please describee 



Provide details neoossary to cultivate, test fcr viability and store the deposit. If a rnbdurs. provide description of components and a 
method to check for presence. If a piasmJd. provide name of host and antibiotic resistance. 



Provide sufflcfer* description so mat ATCC may confirm deposit properties {e.g„ Gram negative rod), 



Jfdeposa to a cell culture, Is it befog cultured in the presence of anflbtatica? o Yea ft No 
If yes, please fist the antibiotics: 



b. If deposit is. a hyfaridoma. what Is the isotypo of the antibody produced? m 



8- Saffttv: b this strain hazardous to humans? Animate? AJO Plants? A/<3 

If yea, what is the recommended bleeefety level fa* working with this stmm7 

(Rotor lo Bk**n*yin WcmDfaloQj&ai amt Blotnedtca! Laba/Hfurfaa, 4th erf. HMS Pubttcatton No. (CDC) 93-0336. U.S. Department of Health and 
Human Services. Center* for Disease Control. W&ahlnston, DC: \JJ3. ©o*ernmont Prtnflng QJUce; lBfi&,The entfre text t* avaUaMe orntrw at 

FOnrt No. PTFOO1.00, tftovUv* 4/8/C3 Paget of 3 
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9. Regulatory Compliance: 

b. Was the materiel derived from a human? a Ye* 4CNo 

\t yes. was en )R&-approved consent form (human subjects) obtained? Q Y&s O No 

t>. Was this material obtained from wlfcffife? □ Yes X No 

If yes, please Indicate genus and spectos and whether wild or captive bred. 



c is wnrk performed at your facility with exotic v)ru&as affecting livestock and avian spades? QYes ^No 
o\ identify any reagents of animal origin used to cultivate this cvaantsm/oaQ line (serum, growth factors, trypsin, etc) and 

10. Availability; 

Poor to Issuance of a U.S. Patent; ATCC win only make a culture available as Instructed by the depositor or relevant patent office. 
Samples must be provided lo a specific investigator cf a pertinent Patent Office under the Budapest Treaty Instructs ATCC to do 
ao. The fonov/ing question* must be answered: 

a. Aft of date of deposit or conversion to meet Ihe requtremarrts of tno Budapest Treaty, d» you wteh the deposit to bo made 
available to anyone who requeets a, culture? if yes, there are no restrict fans an rJstrBnjnon. Answering no will ensure- trw 
deposit te not evaltab \* ontu the patent rw fs*u*<L OYas j&trto 

b. As of the date of deposit or conversion to maat tha requirements of the Budapest Treaty, da you wtsh the deposit to be made 
available to requestera that aaGsfy Patent Office* In countries not signatory to the Budapest Treaty? D Yes £CNo 

If "yes." please state which countries: - , — — - 

Please note that ff you are converting your deposit to meet tha requirements Off the Budapest Treaty, and your deposit has 
already bean raicasad for cTstr*ution due to mo Issuance of a UJS. Patent you cannot restrict It from farther distribution. 
After a U,S, Patent issues and we ana 40 nonnedt ATCC makes the outturn available to anyone who requests It, as allowed 
under U-S. Patent and Tradeniajft Office {USPTO) Rules and Regulations (37 CFR 1.S0B [a][2]). 

11. Notification: ATCC Win notify you of your ATCC number alter viaWHy of the deposit has boon confirmed. 
Name of Fruftvidual to notify: 

12. P a yme n t by check orcredtt ceid (MasterCard. VISA or American Express) must accompany the deposit unless prior anar^rnente for 
billing have bean mad* and approved- ATCC accepts purchase orders for the exact amount. 



Ptxi^^QfriArM^ tt^L^J^lt^L _ _ _ Check No.. 



Credit Card 1 iiimnnr^jMffl iWasterCBrd -JO^BA □ American Express 

Exp. Date: ffflHFMT Name shown on card; . 

*yrmuV)E WVLLEfZ 

r \y x 1 » _ \\ c\ C (Pfsra print clwwty or typ<i) 

Slgnatura of card holdar -P^ \X<J^1 \ V V J m — . 

PAYMENT ATCC WIUST HAVE A BILLING ADDRESS. CONTACT PERSON, PHONE AND FAX FOR. ALL DEPOSITS: 
Contact Name: ^ 

B n„n r a^.. TV Mcrnrg kyx gcidi\>r»^ +fosp ifcd +W 

Phono; (_ Fax: r _ 

Do you have a current ATCC -account number? )fYe* u No 
If Yea: ATCC Accoum Number =» 

ir No: To apply for an ncoount with ATCC. please complete a New AoCOUnt Application located on our Web site 
{Www.atogorol and rvtum It with supporting documentation to ATCC for approval. 
Form No. offcctfvo 4/B/D3 PaB«2of 3 
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SHIPPING INFORMATION 

SHIPPING NOTICE; 




3*WUUSE & FEES 




use ONLYi ATCC OESfQNAnoi 



, V,T. RESULT^ 



farm to, afAi-ttuv 
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The Norwegian Radium Hospital 
treifltutofof Cancer Reontth 
MOnfefaglk*. NO-0310 Oslo 



Monoclonal antibody BM-2; 



Visiting frddress: 



- Origin: mouse 



telephone: +47 32934400 

Internet wwwwdnCo'rg 
Om. na 363323584 



Immunogen: Glycoprotein fraction from T47-D breast cancer cells purified by WGA* 
Chromatography and Superase-6 Gdfiltration 

Specificity: breast mucin (EM) expressed by theniuc-1 gene 
Epitope; amino acids 1-4 (PDTR) of the 20 aa repeat unit 

Expression; Breast, ovary, tan& kidney, parikreas, endometrium and carcinomas of these . 



AfiSniiy; Ka- 6.fixi0 10 M-l 
• Binding rites; >400 000 per cell 

' Production: Hollow fiber BR3 570: 7 gnunm* 
'Purificaiioti: Protein A 

; Conjugation: Peroxidase. Eiotin, Europium 125/131 lodmc, 95m Technetium 
BM^Aaarysis with(2Ell) C?H 3L 7 



Cytology. FonnaKn + Methanol 

Histology: Formalin*&ced paraffin-embedded sections 

'.Western Tnttmirt obtotting: 5% PAGE under reducing conditions 

Sandwich BIA £br quantification of serum antigen: 7FI 1 ascoafingazidbody^lBll as tracer 
coiy ugated witheather peroxidase, Europium or Iodine 
E^onmnimoscintigrapliy: ZE1 1 conjugated -with 99mTc 
• ^Purification of tumor cell; 2E1 1 coi^gaied with magnetic beads 

Future applications; humamzazioA for therapeutic applications 
conjugation with drugs, lymphoknies, toxins and other MAb? 



organs 



'-- ^ Norwegian FUftrfforo Htt?ftaJ|i afflRaiad to tho University <tf CWO, cttttisto pfTT** Hospital, Ttmlnatftuto tar.Gancar Research, , 
en* Tbe Cancer ftcaistty, ^. 
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NYCOMED 

PHARMA 



Production of BM-2; 



Histoty; 

BM-2 hybridoma cells were transferred from J^precht-K^rls^Univexsital, Heidelberg 
to MonoCaib AB (contracted byNycomed). Transfer date: July 8.1993, 

The hybridoma cells were tested for mycoplasma, and a safety bank (1 1 vials) -was 
established (July 26,1993) and stored frozen. The entire safety bank was- then tnmsfencd to 
Nycomed Pharma/Stor (April 14J 994). Dr. Berit Johne has been responsible for 
storagCjtestiiig and production. 

One vial fiom the safety bank thawed^ and the cells were grown in a serum-free, 
proteitt-fireo medium for 9 passages, From this culture, a Master Cell Bank (MCB) was 
established, and consisted of 56 vials, Mycoplasnta-and sterility testing have been performed 
several times, using different vials, with acceptable results. 



Production; 

One vial ftom the MCB was thawed, and the cells were grown as above to a su i table 
• nuraberand i^sed for ascites production in BalbC mice al STFF CIlxcKonrwcgianNlH), SIFF 
confirm that mice and facilities have been virus validated. Ascites fluid was collected, 
centtifeiged at high g and filtrated. 

Purifications 

Antibody was purified from titrated ascites by ctxrtmxatography cm Protein A 
Sepharose* Antibody was eluted at piH A t passed through a gelfilttation wloumn cquiEbratfed 
with PBS and sterile filtered. 




ftaMaich&Dmlapn** GftwbriaMan21 - */22«SB7G5 47mK5390 NO BSS Gas MVA 

A company fetto 

* hafslunO kygombd corporation - 
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S/N D9/125,751 PATENT 

TN THE UNITED STATES-PATENT AND TRADEMARK OFFICE 

Applicant: FODSTAD ET AL. Examiner; S- 

Serial No.: 09/125,751 Group Ait Unit 1642 

Filed: OCTOBER- 30, 1998 - DocketNo.: 7S85-55U3WO 

Title: METHOD OF KILLING TARGET CELLS IN HARVESTED CELL 

POPULATIONS WITH ONE OR MORE IMMUNOTQXINS 



STATEMENT 



Dear Sin 

T, Hanne Hoifodt, state that the biological material deposited with the American Type 
Culture Collection [ATCC 85 ] oa November 5, 2003 is BM7 hybridoma cell line of mouse otigM? 
expressing monoclonal antibody BM7 specifically identified in U.S. App, No. 09^ 125, 751, 
which claims priority to PCT/NO97/00074, filed 12 Mar* 1997, and NO 961031, filed 13 
March 1996. This deposit is identified by ATCC® Patent Deposit Designation PTA-5632. 



Respectfully submitted, 



Date: 

Maine Hoifodt J P 



Norwegian Radium Hospital Research Foundation 
F«0» Bm 56, Montebello 
N-0310 0slo 
Norway 
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S/N 09/125,751 PATENT 

IN THE UNIT ED STATES PATENT AND TRADEMARK OFFICE 

Applicant FODSTAD ETAL Exvwwcr. S,UNGAR 

Serial No.: 09/125,751 Group Art Unii: 1642 

Filed: OCTOBER 30, 199% Docket No.: 7S85J55USWO 

Title: METHOD OF KILLING TARGET CELLS EST HARVESTED CELL 
FQPUXJVTIONS WITH ONE OR MORE IMMUNOTOXINS 

STATEMENT 

Dear Sir 

I, Haime Hoifodt, state that the biological material deposited with the American Type 
Culture Collection [ATCC®] on February 14, 2005 is BM2 nybridoma cell line of mouse origin 
caressing monoclonal antibody BM2 specifically identified in U*S+ App. No. 09/125, 751* 
which claims priority to PCT/NO97/00074, filed 12 March 1597, and NO 96103 1, filed 13 
March 1996. 



Respectfully submitted, 



Date: 



1 



H^me Hoifodt 
Norwegian Radium Hospital Research Foundation 
P.O, Box 56 t Montebello 
N-0310Oslo 
Norway 
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This Page is Inserted by IFW Indexing and Scanning 
Operations and is not part of the Official Record 

BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of the original 
documents submitted by the applicant. 

Defects in the images include but are not limited to the items checked: 

□ BLACK BORDERS 

□ IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 

□ FADED TEXT OR DRAWING 

□ BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAY SCALE DOCUMENTS 

□ LINES OR MARKS ON ORIGINAL DOCUMENT 

□ REFERENCE(S) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



